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.ildlife International~ 'Ltd. 
ECOTOXICOLOG! AND ENVIRONMEN~AL FATE 

· March 11, 2010 

Robert Hoke 
E.I. du Pont de Nemours and Company 
Wilmington, Delaware 19898 

R£: J3.eport: DuPont D-1 8405-336, WR 18405, SC,333 

Dear Mr. Hoke, 

. The following is a summary of the findings for the study: f:I-28548: A Pilot Reproduction Study with the Northern Bobwhite Quail, Colinus virginian~s (Wjldlife ' Intemational Ltd. Project No.: 112-65 1). The study evaluated the effects upon adult northern bobwhite quail of dietary exposure to H-28548 over a six-week period. Effects on health, weight gain and feed consumption were examined. In addition, the effects of-adult exposure to H-28548 on the number of eggs laid, normal development of eggs, viability of th,e embryos; percent hatchability, offspring survival and egg shell . thickness we~e evaluated. 

/ . Three treatment groups, each containing five pairs of northern bobwhite quail, were fed diets. containing H-28548 at nominal'dietary concentrations of 10, 100 or 1000 ppm. _A fourth eontiol group, fed non-treated diet, was maintain~d concurrently with the treatment groups. · 

METHODS 

Test diets were prepared by-mixing H-28548 into a premix that was used for '~eekly preparation of the· fin!ll diet. Homogeneity of the test' substance in the diet was evaluated by collecting six samples from each of the 1 O.and iOOO ppm treated diets and ope sample from the control diet on Day 0 of Week r. Samples also were collected from the 100 ppm treated diet on D(ty 0 of Week I, and from the control and a ll treatment group diets during Week 6 of the t9st to m~surc/vcrify test concentrations. Additionally, control and tr~atment group diet samples were collected fro rn the trough feeders on ·o ay 7 of Week 1 to . assess stability of the test su~stance. under actual test condition~ . 

The te~t birds .were acclimated to the facilities and study pens prior to initiation of the test. During the study, al) adult birds were observed daily for signs oftoxicity or abnormal behavior. A record was maintained .of all clinical observation~. Adult body weights were measured at test initiation, on Weeks 2, 4, and at adult termination. Feed consumption for each pen was measured weekly throughout · the te~t. At the conclusion of the exposure period, all adult birds were euthanizcd and necropsied. · 
Eggs were collected daily from ·all pens, when available. During Weeks I and 2 eggs were counted, then disposed. Eggs produced during Weeks ·3 through 6 were counted and those selected for egg shell thickness measurement were r~moved. The remaining eggs were identified by .an ·alphabetic lot 

Us O ffice: il598 Commerce Drive ·Easton. Maryland 21601 -Tel. 410-8)) -8600 · Fax '410-022-0632 · E-mail ecotox@wildlifeintcmat ional.com 
,.Euro;>ean Office: Wate.rstraat 5 · 720 I .I !M Zvtphcn ·The Netherlands ·Tel.. 31 (0) 575-573848 · Fax. 3 1 (0) 575-5748 l 3 ·E-mail: alcopold@wildlifeintcmational.com 
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TRADE SECRET 
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DuPont- 18405-1 238 
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TRA D E SECRET 

Unpublished Work 
Copyright 0 20 I 0 E.l . du Pont de ernours and Company 

STUDY TITLE: 11-28548: Subchronic Toxicity 
90-Day Gavage Study in Mice 

DuPont- I 8405- I 307 
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TRADE SECRET 

Unpublished Work 
Copyright c20 II E.l. du Pont de 1emours and Company 
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AUTII OR: Wil liam .1. Fasano, Sr., B.S. 
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TRADE SECR ET 

Slut~)' Title 

H-27529: 
Bacterial Reverse Mutation Test 

T EST GUIDELINES: U.S. EPA Health Effects Test Guidel ines 
OPPTS 870.5100 (1998) 

OECD Guidelines for the Testing of Chemicals 
Section 4 (Part 4 71) ( 1998) 

Revision I 
DuPont-19713 

EC Commission Directive 2000/32/EC Annex 40- 8.13/14 
Number L 136 

AUTIIOR: Abby Myhre, B.S. 

ORIGINAl ... REPORT 

COMPLETED: May 31. 2006 

REPORT REVISION 1 
COi\IPLETED: February 22, 2008 

P ERFORM ! 'G L ABORATORY: E. I. duPont de Nemours and Company 
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TRADE SECRET 

Stur~l' Title 

H-27529: 

Revision I 
DuPont-19714 

In Vitro Mammalian Chromosome Aberration Test in Chinese Hamster Ovary Cells 
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OPPTS 870.5375 ( 1998) 

OECD Guidelines for the Testing of Chemicals 
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EC Commission Directive 2000/32/EC Annex 4A-B I 0 
Number L 136 
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TRADE SECRET 

Study Title 

11-27529: Local Lymph Node Assay (LLNA) in Mice 

T EST GU IDELINES: U.S. EPA Health Effects Test Guidelines 
OPPTS 870.2600 (2003) 

OECD Guideli ne for the Testing of Chemicals 
Section 4 (Part 429) (200 I ) 

AllTIIOR: Denise Hoban, 13./\ , MLT (ASCP) 

STUDY COMPLETED ON: .J une 9, 2006 

DuPont-1 9897 
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TRADE SECRET 

Stm~v Title 
H-28072: Local Lymph Node Assay (LLNA) in Mice 

TEST G UIDELINES: U.S. EPA Health Effects Test Guidelines 
OPPTS 870.2600 (2003) 

Revision Number 1 
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ORIGINAL R EPORT 
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TRADE SECRET 

Unpublished Work 
Copyright c2009 E. I. du Pont de 'cmours and Company 

Revision I 
DuPont-22620 
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in Chinese Hamster Ovary Cel ls 
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TRADE SECRET 

Study Title 

11-28072: 
Bacterial Reverse Mutation Test 

TEST GLJIDELINES: U.S. EPA Health Effects Test Guidelines 
OPPTS 870.5100 (1998) 
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Section 4 (Part 4 71) ( 1998) 

Revision I 
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REPORT REVISION 1 
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TRADE SECRET 

H-28072: Unscheduled DNA Synthesis (UDS) Test 
with Mammalian Cells In Vivo 

Testing Guidelines 

ICH S2A document April 24, 1996 
ICH S2B document November 21, 1997 

DuPont-23219 

EC Commission Annex V to Directive 67/548/EEC, Directive 2000/32/EC, B.39 
OECD Guideline for the Testing of Chemicals, Guideline 486 (1998) 

Authors 

Kamala Pant, M.S. 
Jamie E. Sly 

14 August 2007 

Testing Facility 

BioReliance 
9630 Medical Center Drive 

Rockville, MD 20850, U.S.A. 
for 

E. I. DuPont de Nemours and Company 
Dupont Haskell Laboratory 

P.O. Box, 50, 1090 Elkton Road 
Newark, DE 19714-0050, U.S.A. 

BioReliance Study Number 

AC03GE.381.BTL 

Work Request No: 

17319 

Service Code 

484 
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TRADE SECRET 

FINAL REPORT 

Study Title 

DuPont-23220 

H-28072: In Vivo Micronucleus and Chromosome Aberration Assay in 
Mouse Bone Marrow Cells 

Testing Guideline 
US EPA Health Effects Test Guidelines, OPPTS Guideline 870.5395 and 870.5385 (1998) 

EC Commission Directive 2000/32/EC Annex 4A-B10 No. L 136 (2000) 
OECD Guidelines for Testing of Chemicals Section 4: Health Effects, No. 474 and 475 (1998) 

Authors 

Ramadevi Gudi, Ph.D. 
Ljubica Krsmanovic, Ph.D. 

Study Completion Date 
10 October 2007 

Testing Facility 

BioReliancc 
9630 Medical Center Drive 
Rockville, MD 20850, USA 

for 

E.I. duPont de Nemours and Company 
DuPont Haskell Laboratory 

P.O. Box 50 
1090 Elkton Road 

Newark, DE 19714-0050, USA 

BioReliance Study Number 
AC03GE.1231 08.BTL 

Work Request Number 

17319 

Service Code 

553 and 572 
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lemo Report 
HFPO 

DuPont-23460 

This is an electronic version of the final report. No signatures are necessary. 

HASKELL LABORATORY DISCOVE RY TOXICOLOGY GROU P 

In Vitro Rat Hepatocyte Screen 

WR: 17199 
SERVICE CODE: 1599 

HASKELL#: 
STUDY COM PLETED: 

28072 
12-Jun-07 
E- 111389-AT 

STUDY DESIGN: 

Test Substance: 
Species: 
Strain: 
Gender: 
Cell Concentration: 

Reaction Buffer: 
pi I : 
Reaction Volume: 
Dose Vehicle: 
Dose Volume: 
l-7inal Concentration: 

Replicates/Sex: 

Time Points: 
Incubation Temperature: 
Extraction: 
Dilution: 
Final Dilution Factor: 
Analytical: 

OBJECTIVE: 

NOTEBOOK #: 

IIFPO Dimer Acid Salt 
Rat 
Cri:CD®(SD)IGS BR 
Male and Female 
I x I 06 cells/mL (clearance incubations) 
5x 106 cells/m L (biotransfo rmation incubations) 
L- 15 medium 
7.4 
2.5 mL 
Nanopure Water 
10 ~LimL 
2 ~M = 694 ppb (clearance incubations) 
200 ~M = 69.4 ppm (biotransformation incubations) 
3 lest. 3 heat - inactivated controls. I biotransformation, I positive control (4-nonylphcnol). 
S, IS, 30, 45. 60, 90, and 120 minutes 
37°C 
I :2, Sample:/\cetonitrile 
I: I. Sample:Nanopure Water 
6x 
I,C/MS 

To estimate metabolic clearance of test compound in rat hepatocytes and extrapolate results to whole an imal and to identify metabolites and describe probable metabolic pathways for the compound tested. 



Memo Report 
IIFPO Dimer Acid Ammonium Salt DuPont-24009 

This is an electronic version of the final report. No signatures arc necessary. 

DUPO T IIASK ELL GLOBAL CENTERS FOR HEALTH & ENVIRONMENTAL 
SCIENCES 

Discovery Toxicology Group 

Repeated Dose Oral Toxicity 7-Day Gavage Study in Rats 

WORK REQUEST: 17474 
SERVICE CODE: 1654 

HASKELL NUM BER: 28308 
DUPONT REPORT NU MBER: 24009 

OBJ ECTIVE 

TE TING SOP NUMBER: DC005-T-OO I 
STUDY START DATE: 03-0ctober-07 

STUDY EN D DATE: 1-December-07 
NOTEBOOK(s): E-1 11389-BE 

STUDY DIRECTOR: Diane L. Nabb, StaffToxicologist 
REPORT IS UE DATE: February 14,2008 

To evaluate potential subacute toxicity and kinetic behavior of the test substance when administered by ora l gavage to male and female rats for 7 consecutive days. 

STU DY DESIGN 

Test Substance: 
Lot/Batch Number: 
Purity: 

pecies: 
Strain: 
Gender: 
Age at start: 
Group Size: 

Dose Levels: 

Route: 
Dosing Volume: 

II FPO Dimer Acid Ammonium Salt 
Ell 31181-6 
86.6% (closes were corrected for purity) 
Rat 
Cri:CD(SD) 
Male and Female 
- 6 weeks 
Control 5 males, 5 females 
Low close 8 males, 8 femal es (5/sex Main study, 3/sex 

Metabol ism) 
Mid dose 5 males, 5 fema les (5/sex Main study) 
High dose 5 males, 5 females (5/sex Main study) 
0, 30, 300, I 000 mg/kg Main study 
30 mg/kg for Metaboli sm an imals 
Oral gavage 
I 0 mL/kg Main study and Metabolism animals 
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Memo Report DuPont-240 I 0 

This is an electronic version of the final report. No signatures are necessary. 

DUPONT HASKELL GLOBAL CENTERS FOR HEALTH & ENVIRONMENTAL 
SCIENCES 

Discovery Toxicology Group 

Repeated Dose Oral Toxicity 7-Day Gavage Study in Mice 

WORK REQUEST: 
SERVICE CODE: 

HASKELL NUM BER: 
DUPONT REPORT NUMBER: 

TEST! G SOP NUMBER: 

STU DY DESIGN: 

Test Substance: 
Batch: 
Purity: 
Species: 
Stra in: 
Gender: 
Age at start: 
Group Size: 

STU DY START DATE: 
STUDY END DATE: 

NOTEBOOK(s): 
STUDY DIRECTOR: 

Compound 48 
E111934-20 
>97% 
Mouse 
Cri:CDI(ICR) 
Male 
- 6 weeks 
5 animals/group 

17533 
1655 
28393 
240 10 
DC007-T-OO I 
I 0/26/07 
12/14/07 
E- 1 I 1389-BG 
Diane Nabb, Staff Scientist 

Dose Levels: 
30mg/kg 11#28393 dose - 5 animals 
30 mg/kg. only one dose level 

Route: Oral gavage 
Dosing Volume: 10 ml/kg 
Dose Vehicle: Water 
Dosing Frequency: Daily, Day 0-Day 6 

OBJECTIVE: 

Determine target organ toxic ity. 

PARAMETERS: 

Clinical signs, body weight, necropsy. organ weight, and histopathology 



TRADE SECRET 

Stm~v Title 

r:'RD-903: Corrositex<l\) In Vitro Test 

AUTIIOR: Carol Carpenter, B.A. 

STUDY COI\I PLETEO 0 •: September 25, 2007 

PERFORM ING LABORATORY: E. l. duPont de Nemours and Company 
DuPont Haskell Global Centers 
for Health & Environmenta l Sciences 
P.O. Box SO 
Newark, Delaware 1971 4 
U.S.A. 

LABORATORY PROJECT JD: OuPont-240 19 

WORK R EQUEST NUI\IBER: 17473 

SERVICE CODE NUI\IBER: 1302 

SPONSOR: E. I. du Pont de Nemours and Company 
Wilmington, Delaware 19898 
U.S.A. 
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TRADE SECRET 

Study Title 

FRD-902: Acute Dermal Irritat ion Study in Rabbits 

T EST GUIDELI 'ES: U.S. t:PA Health Effects Test Guidelines 
OPPTS 870.2500 ( 1998) 

OECD Guideli ne for the Testing of Chemicals 
Section 4 (Part 404) (2002) 

EEC Methods fo r the Determination ofToxicity 
Method 8.4 Directive 92/69/EEC ( 1992) 

AUTHOR: Carol Carpenter. B./\. 

STUDY COM PLETED 0 ' : November 2 1. 2007 

PERF"OR 'II C LABORATORY: E. l. duPont de Nemours and Company 
DuPont llaske ll Global Centers 
for llcalth & Environmental ciences 
P.O. Box 50 
Ne,.vark, Delaware 197 14 
U.S.A. 

LABORATORY PROJECT 10: DuPont-24030 

WORK REQUEST NUMBER: 17474 

SEIWICE CODE NUMBER: I 008 

Sro 'SOR: E. l. du Pont de Nemours and Company 
Wil mington, Delaware 19898 
U.S.A. 
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TRADE SECRET 

Stut~)' Title 

FRD-902: Acute Dermal Tox icity Study in Rats 

TE T GUIDELI 'ES: U.S. EPA Health Effects Test Guidelines 
OPPTS 870. 1200 ( 1998) 

OECD Guideline for the Testing of Chemicals 
Section 4 (Part 402) ( 1987) 

EEC Methods for the Determination of Toxicity 
Method 8.3 Directive 92/69/EEC ( 1992) 

AUTHOR: Carol Carpenter, B./\. 

ST DY COMPLETED ON: November 28, 2007 

PERFORi\II NG LABORATORY: E.l. duPont de Nemours and Company 
DuPont Haskell Global Centers 
for Hea lth & Environmental Sciences 
P.O. Box 50 
Newark, Delaware 197 14 
U.S.A. 

LABORATORY PROJECT 10: OuPont-24 11 3 

WORt< REQ UEST NUMBER: 17474 

SERVICE CODE NUM BER: 673 

SPONSO R: E. I. du Pont de Nemours and Company 
Wilmington. Delaware 19898 
U.S.A. 
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TRADE SECRET 

Study Title 

FRD-902: Acute Eye Irritation Study in Rabbits 

TEST G I DELl 'ES: U.S. EPA Health Effects Test Guidelines 
OPPTS 870.2400 ( 1998) 

OECD Gui deline for the Testing of Chemicals 
Section 4 (Part 405) (2002) 

EEC Methods for the Determination ofToxieity 
Method 13 .5 Directi ve 92/69/EEC ( 1992) 

A THOR: Carol Carpenter. B.A. 

STUDY COMPLETED ON: December 14. 2007 

PERFOR~II 'G LABORATORY: E.l. du Pont de Nemours and Company 
DuPont Haskell Global Centers 
for llea lth & Environmenta l Sciences 
P.O. Box 50 
Newark , Delaware 197 14 
U.S.A. 

LABORATORY PROJ ECT 10: DuPont-24 11 4 

WORK REQUESTNUMBER: 17474 

SERVICE CODE NUMBER: 602 

SPONSOR: E. I. du Pont de Nemours and Company 
Wilmington, Delaware 19898 
U.S.A. 
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Memo Report 
HFPO Dimer Acid DuPont-24 116 

This is an electronic version of the tina I report. No signatures are necessary. 

DUPONT HASKELL GLOBA L CENTERS FOR HEALTH & ENVIRONMENTAL 
SCIE CES 

Discovery Toxicology Group 

Repeated Dose O ra l Toxicity 7-Day Gavage Study in Rats 

WORK REQUEST: 17473 
SERVICE CODE: 1654 

IIASKELL NUMBER: 28307 
DUPONT REPORT NUMBER: 24 11 6 

TESTING SOP NUM BER: DC005-T-001 
STUDY ST/\RT D/\ TE: 11-0ctober-07 

STUDY END DATE: 12-December-07 
OTEBOOK(s): E- 111 389-BF 

STUDY DIRECTOR: Diane L. Nabb, StaffToxicologist 
REPORT IS UE DATE: February 14. 2008 

OBJECTIVE 

To evaluate potentia l subacute toxic ity and kinetic behav ior of the test substance when 
administered by oral gavage to male and female rats for 7 consecutive days. 

STUDY DESIGN 

Test Substance: 
Lol/Batch Nu mber: 
Purity: 
Species: 
Strain: 
Gender: 
Age at start: 
Group Size: 

Dose Levels: 

Route: 
Dosing Volume: 

II FPO Dimer Acid 
E112820-46MC 
99% (doses were corrected for purity) 
Rat 
Cri:CD(SD) 
Male and Female 
~6 vveeks 
Control 5 males, 5 females 
Low dose 8 males, 8 females (5/sex Main study, 3/sex 

Metabo li sm) 
Mid dose 5 males. 5 females (5/sex Main study) 
II igh dose 5 males, 5 females (5/sex Main study) 
0, 30, I 00, 300 mg/kg Main study 
30 mg/kg fo r Metabolism an imals 
Oral gavage 
I 0 mL/kg Main study and Metabolism animals 
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DuPont-24 126 

TRADE SECRET 

Study Title 

FRD-902: Acute Oral Toxicity Study in Mice - Up-and-Down Procedure 

TE T G UIDELI NES: U.S. EPA Health Effect Test Guidelines 
OPPTS 870.1100 (2002) 

OECD Guideline for the Testing of Chemicals 
Section 4 (Part 425) (200 I) 

AUTIIOR: Carol Carpenter, B.A. 

STUDY COI\IPLETED ON: November 29. 2007 

PERFORM I 'G LABORATORY: E. I. du Pont de Nemours and Company 
DuPont Haskell Global Centers 
for llca lth & Environmenral Sciences 
P.O. Box 50 
Newark. Delaware 1971 4 
U.S./\. 

LABORATORY PROJECT ID: OuPont-24 126 

WORK R EQUEST NUJ\IBER: 174 74 

SERVICE CODE NUMUER: 835 

SPONSOR: E. I. clu Pont de Nemours and Company 
Wil mington , Delaware 19898 
U.S./\. 

Page I o l' 31 



Memo Report 
HFPO Dirner Acid Ammonium Snit DuPont-2428 1 

This is an electronic version of the final report. No signatures are necessary. 

DUPONT HASKELL GLOBAL CENTERS f.'OR HEALTII & ENV IRONMENTAL 
SCIE CES 

Discovery Toxicology Group 

Biopet·sistence and J>ha rmacol<inetic Screen in the Rat 

WORK REQUEST: 17199 
SERVICE CODE: 415 

HASKELL NUMBER: 28072 
DUPONT REPORT NUMBER: 24281 

TESTING SOP NUMBER: BT004-T-002 
STUDY STA RT DATE: 13-June-2007 

STUDY END DATE: 21-June-2007 
NOTEBOOK(s): E- 1 I 1389-/\ V 

WORK BY: Scott M. Krenzel , Associate Scient ist 
Michael P. Mawn, Senior Research Chemist 

STUDY DIRECTOR: Shawn/\. Gannon, Senior Staff Toxicologist 
REPORT ISSUE DATE: 13-February-2008 

TUDY DESIGN 

Test Substance: 
Lot/Batch umber: 
Purity: 
Species: 
St rain: 
Vendor: 
' ex: 
Route: 
Age at Study 'tart: 
Total Group Size: 
Dose Frequency: 
Dose Vehicle: 
Dose: 
Dose Volume: 
Olood Sample Time Points: 

HFPO Dimer Acid Ammonium Salt 
111 593-74 
84.5% (dose corrected for purity) 
Rat 
Cri:CD(SD) 
Charles River I .aboratories, Raleigh. North Carolina, U.S./\ . 
Male and Female 
Oral 
7- 12 weeks 
3/sex/dose level 
Single dose 
Water 
l.ow dose I 0 mg/kg, high dose 30 mg/kg 
4 mL/kg 
0. 0.25. 0.5. I. 2, 4. 8. 12, 24. 48, 72, 96. 120, 144. and 168 hours 
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Memo Report 
HFPO Dimer Acid DuPont-24286 

This is an electronic version of the final report. No signatures are necessary. 

DUPONT HASKELL GLOBAL CENTERS FOR HEALTH & ENVIRONMENTAL 
SCIENCES 

Discovery Toxicology Group 

Biopcrsistence and Pharmacokinctic Screen in the Rat 

WORK REQUEST: 17473 
SERVICECODE: 4 15 

HASKELL NUMBER: 28307 
DUPONT REPORT NUMBER: 24286 

TESTING SOP NUMBER: BT004-T-002 
TUDY STJ\ RT DATE: 2-0ctober-2007 

STUDY END DATE: I 0-0 ctober-2007 
NOTEBOOK(s): E- 1 04276-CZ 

WORK BY: Critica l Path Services 
STUDY Dl RECTOR: Shawn/\. Gannon, Senior Staff Tox icologist 

REPORT ISSUE DATE: 13-r:ebruary-2008 

STUDY DESIGN 

Test Substance: 
Lot/Batch Number: 
Purity: 
Species: 
Strain: 
Vendor: 
Sex: 
Route: 
Age at Study Start: 
Total Group Size: 
Dose J7requency: 
Dose Vehicle: 
Dose: 
Dose Volume: 
Blood Sample Time Points: 

Hf7PO Ditner Acid 
E I 12820-46MC 
98% 
Rat 
Cri:CD(SD) 
Charles River Laboratories. Raleigh, North Carolina, U.S./\. 
Male and Female 
Oral 
7-1 2 weeks 
3/sex/dose level 

ingle dose 
Water 
Low dose I 0 mg/kg, high dose 30 mg/kg 
4 mL/kg 
0. 0.25. 0.5, I, 2, 4, 8. 12, 24. 48, 72, 96. 120, 144. and 168 hours 
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TRADE SECRET 

FINAL REPORT 

Volume I of 4 
(Tex t, Figures 1-4. Tables 1-48 and Appendix A [Tables A 1-A5]) 

STUDY TITLE 
A 28-DA Y ORAL (GAVAGE) TOX ICITY STUDY 

OF 11-28397 IN RATS WITII A 28-DA Y RECOVERY 

STUDY NUMBER 
WI L- 189205 

DATA REQUIREMENT 
OECD Guideline 407 

STUDY DIRECTOR 
Matthew C. Haas, BA, LA T 

STUDY INITIATION DATE 
16 ovember 2007 

STUDY COMPLETION DATE 
22 August 2008 

PERFORMING LABORATORY 
WJL Research Laboratories, LLC 

1407 George Road 
Ashland. Ohio 44805-8946 

U.S.A . 

SPONSOR WORK REQUEST. SERVICE CODE 
WR 17568, SC I 023 

SPONSOR ST UDY NUMBER 
DuPont-2444 7 

SPONSOR 
E. I. du Pont de Nemours and Company 

DuPont-24447 

DuPont llaskel l Global Centers fo r llealth and Environmental Sciences 
I 090 Elkton Road, P.O. Box 50 

Newark, Delaware 19714 
U.S.A. 
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FINAL REPORT 

Volume 2 of 4 
(Appendix A [Tables A6-A23]) 

STUDY TITLE 
A 28-DA Y ORAL (GAVAGE) TOXICITY STU DY 

OF H-28397 rN RATS WITH A 28-DAY RECOVERY 

STUDY NUMBER 
WIL-1 89205 

DATA REQU IREMENT 
OECO Guideline 407 

STUDY DI RECTOR 
Matthew C. Haas, BA. LA T 

STUDY I NIT IATION DATE 
16 November 2007 

STUDY COMPLETION DATE 
22 August 2008 

PERFORMING LABORATORY 
WIL Research Laboratories, LLC 

1407 George Road 
Ashland, Ohio 44805-8946 

U.S.A. 

SPONSOR WORK REQUEST, SERVICE CODE 
WR 17568, SC I 023 

SPONSOR STUDY NUMBER 
OuPont-24447 

SPONSOR 
E. I. du Pont de emours and Company 

DuPont-24447 

DuPont llaskcll Global Centers for Health and Environmental Sciences 
I 090 Elkton Road, P.O. Box 50 

Newark, Delaware 19714 
U.S.A. 

Page 298 of I 028 
WIL- 189205 



FINAL REPORT 

Volume 3 of 4 
(Appendices A [Tables A24-A58) and B) 

STUDY TITLE 
i\ 28-DAY ORAL (GAVAGE) TOXICITY STUDY 

OF H-28397 I RATS WITH A 28-DAY RECOVERY 

STU DY NUMBER 
WIL-189205 

DATA REQUIREMENT 
OECD Guideline 407 

STUDY DIRECTOR 
Matthew C. Haas, BA, LAT 

STUDY INITIATION DATE 
16 November 2007 

STU DY COMPLETION DATE 
22 August 2008 

PERFORMING LABORATORY 
WIL Research Laboratories, LLC 

1407 George Road 
Ashland. Ohio 44805-8946 

U.S.A. 

SPONSOR WORK REQUEST, SERVICE CODE 
WR 17568, SC I 023 

SPONSOR STUDY NUMBER 
DuPont-24447 

SPONSOR 
E. I. du Pont de Nemours and Company 

DuPont-24447 

DuPont Haskell Global Centers for Health and Environmental Sciences 
I 090 Elkton Road, P.O. Box 50 

Nc'vvark, Delaware 19714 
U.S.A. 
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FINAL REPORT 

Volume 4 of 4 
(A ppendices C- I) 

STUDY TITLE 
A 28-DA Y ORAL (GAVAGE) TOX ICITY STUDY 

OF H-28397 TN RATS WITII A 28-DAY RECOVERY 

STUDY NUMBER 
WIL-189205 

DATA REQUIREMENT 
OECD Guideline 407 

STUDY DIRECTOR 
Matthew C. Haas, BA, LAT 

STUDY INITIATION DATE 
16 November 2007 

STUDY COMPLETION DATE 
22 August 2008 

PERFORMING LABORATORY 
WIL Research Laboratories, LLC 

1407 George Road 
Ashland. Ohio 44805-8946 

U.S./\ . 

SPONSOR WORK REQUEST, SEJlVlCE CODE 
WR 17568, SC I 023 

SPONSOR STUDY NUMBER 
DuPont-2444 7 

SPONSOR 
E. I. du Pont de Nemours and Company 

DuPont-24447 

DuPont llaskel l Global Centers for Health and Envi ronmental Sciences 
I 090 Elkton Road, P.O. Box 50 

Newark, Delm,vare 19714 
U.S./\. 
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TRADE SECRET 

FINAL REPORT 

Volume I of 4 
(Text, Figures 1-4, Tables 1-46 and Appendix A [Tables A 1-A5]) 

STUDY TITLE 

A 28-DA Y ORAL (GAVAGE) TOXICITY STUDY 
OF H-28397 IN MICE WITH A 28-DA Y RECOVERY 

STUDY NUMBER 

WIL-189207 

DATA REQUIREMENT 

OECD Guideline 407 

STUDY DIRECTOR 

Matthew C. Haas, BA, LA T 

STUDY INITIATION DATE 

3 December 2007 

STUDY COMPLETION DATE 

29 August 2008 

PERFORMING LABORATORY 

WI L Research Laboratories, LLC 
1407 George Road 

Ashland, Ohio 44805-8946 

SPONSOR WORK REQUEST, SERVICE CODE 

WR 17568,SC 1317 

SPONSOR STUDY NUMBER 

DuPont-24459 

SPONSOR 

E. I. duPont de Nemours and Company 

DuPont -24459 

DuPont Haskell Global Centers for Health and Environmental Sciences 
I 090 Elkton Rd , P.O. Box 50 

Newark, Delaware 19714 

Page I of I 000 
WIL- 189207 



FINAL REPORT 

Volume 2 of 4 
(Appendix A [Tables A6-A22]) 

STUDY T ITLE 

A 28-DA Y ORAL (GAVAGE) TOXICITY STUDY 
OF 11-28397 IN MICE WITH A 28-DAY RECOVERY 

STUDY NUMBER 

WIL- 189207 

DATA l~EQUIREMENT 

OECD Guideline 407 

STUDY DIRECTOR 

Matthew C. Haas, 8 /\, LA T 

STUDY INITIATION DATE 

3 December 2007 

ST UDY COMPLETION DATE 

29 August 2008 

P ERFORM ING LABORATORY 

WI L Research Laboratories, LLC 
1407 George Road 

Ash land. Ohio 44805-8946 

SPONSOR WO RK REQ UEST, SERVICE CODE 

WR 17568, SC 1317 

SPONSOR STU DY NUMBER 

DuPont-24459 

SPONSOR 

DuPont -24459 

E. I. du Pont de Nemours and Company 
DuPont Haskc ll5

1\1 Global Centers for I lealt h and Environmenta l Sciences 
I 090 Elkton Rd. P.O. Box 50 

Newark, Delaware I 97 I 4 

Page 300 of I 000 
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FI NAL REPORT 

Volume 3 of4 
(A ppend ix 1\ [Tables A23-A47) And Append ix B) 

ST UDY TI TL E 

A 28-DA Y ORAL (GAVAGE) TOX ICITY STUDY 
OF 11-28397 IN MICE WITH A 28-DAY RECOVERY 

STUDY NUMBER 

WIL-189207 

DATA REQUIREMENT 

OECD Guideline 407 

STUDY DIRECTOR 

Matthew C. llaas, BA. LAT 

STUDY INIT I ATION DAT E 

3 December 2007 

ST UDY COM PLETION DATE 

29 August 2008 

PERFORMING LABORATORY 

WIL Research Laboratories, LLC 
1407 George Road 

Ashland , Ohio 44805-8946 

SPONSOR WORK REQUEST, SERVICE CODE 

WR 17568,SC 1317 

SPONSOR STUDY NUMBER 

DuPont-24459 

SPONSOR 

DuPont -24459 

E. I. du Pont de Nemours and Company 
DuPont Haskc llsM Global Centers for Health and Environmental Sciences 

I 090 Elkton Rei , P.O. Box 50 
Newark, Delaware 197 14 

Page 595 of I 000 
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FINAL REPORT 

Volume 4 of 4 
(Appendices C - J) 

STUDY T ITLE 

A 28-DA Y ORAL (GAVAGE) TOXICITY STU DY 
OF H-28397 IN MICE WITH A 28-DA Y RECOVERY 

STUDY NUMBER 

WIL-189207 

OAT A REQUI REMENT 

OECD Guideline 407 

STUDY DIRECTOR 

Matthew C. llaas, BA, LA T 

STUDY I NITIATION DATE 

3 December 2007 

STUDY COMPLETION DATE 

29 August 2008 

PERFORMI NG LABORA TORY 

WI L Research Laborato ries, LLC 
I 407 George Road 

Ash land, Ohio 44805-8946 

SPONSOR WORK REQUEST. SERVICE CODE 

WR 17568.SC 13 17 

SPONSOR STUDY NUMBER 

DuPont-24459 

SPONSOR 

DuPont -24459 

E. I. du Pont de Nemours and Company 
DuPont 1Iaskeii5

M Global Centers for Health and Environmenta l Sciences 
I 090 Elkton Rd, P.O. Box 50 

Newark, Delaware 19714 
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WIL-IR9207 



Memo Report 
IIFPO Dimer Acid DuPont-2528 1 

This is an electronic version of the final report. o signatures are necessary. 

DUPONT HASKELL GLOBAL CENTERS FOR HEALTI I & ENVIRONMENTAL 
SCIENCES 

Discovery Toxicology Group 

Repeated Dose Oral Toxicity 7-Day Gavage Study in Male Mice 

WORK REQUEST: 17473 
SERVICECODE: 1655 

HASKELL NUMBER: 28307 
DUPONT REPORT NU MBER: 25281 

OBJECTIVE 

TESTING SOP NUMBER: DC007-T-OO I 
STUDY START DATE: 26-0ctobcr-07 

STUDY EN D DATE: 14-Decembcr-07 
NOTEBOOK(s): E- 111 389-BG 

STUDY DIRECTOR: Diane L. Nabb. StaffToxicologist 
REPORT ISSUE DATE: February 14, 2008 

To determine target organ toxicity in mice exposed to 11-28307 oral ly for 7 days. 

STUDY DES IGN 

Test Substance: 
Lot/Batch Number: 
Purity: 

pec ies: 
Strain: 
Gender: 
Age at start: 
Group Size: 
Dose Levels: 
Route: 
Dosing Volume: 
Dose Vehicle: 
Dosing Frequency: 

HFPO Dimer Acid 
E 112820-46MC 
99% 
Mouse 
Cri:CD I (ICR) 
Male 
- 6 weeks 
5 males 
30 mg/kg 
Oral gavage 
I 0 mL/kg 
Water 
Daily. Day 0-Day 6 
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DuPont-25292 

This is an electronic version of the final report. No signatures are necessary. 

Determination of a permeability coeffic ient (Kp) for H-28308 using human and rat skin mounted 
in an in vitro static diffusion cell 

This study was conducted under Work Request 17474. Service Code 1588. 

MATERIAL AND METHODS 

Samples of human and rat skin were dcrmatomed to approx imately 450 ~m and mounted onto an 
in vitro static diffusion cell (Figure 1). The donor and receptor chambers were filled with sa line 
and the water-jacketed cells maintained at 32°C using a re-circulating water bath. Following a 
brief equi li bration, membrane integrity was confirmed using electrica l impedance (n=3 replicates 
per species). Saline was then removed from the donor chamber and the test material H-28308. 
an aqueous solut ion of IIFPO dimer acid ammonium salt (86%), which had been further diluted 
with water to a concentration of 124 mg/mL, was applied to the epidermal surface via the donor 
chamber as an infinite dose (pilot experiments had suggested applicat ion of the neat test 
substance would like ly degrade the barrier properties of the skin. so a more dilute sample \vas 
used). The donor chamber was then occ luded with Parafi lm<lll and serial receptor fluid samples 
( I 00 !JL) were collected at 0.5 , I, 2, 3, 4. 5, 6, 7, 8. 12 and 24 hours and analyzed for HFPO 
an ion by LC/MS/M RM (329>285 m/z) . The cumulative amount of I IFPO anion detected in the 
receptor flu id at each sampling time point was normal ized to the exposure area (0.64 cm2) and 
the resu lts plotted as the cumulative amount penetrated (11g/cm2) versus time (in hours) to 
produce a penetration profile. A permeability coeffi cient (Kp in em/h) was ca lculated by 
dividing the penetration rate or slope of the line at steady-state (pg/cm2/h) by the concentration 
of the applied chemical (~g/cm3) . 

Study Director: Wi lliam J. Fasano. Sr., O.S. 
Senior Research Toxicologist 

Report Issue Date: February 27. 2008 
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Memo Report 
fRD-902 DuPont-25300 

This is an electronic version of the final report. No signatures are necessary. 

DUPONT HASKELL GLOBAL CENTERS FOR HEALTH & ENVIRONM ENTAL 
SCIENCES 

Discovery Toxicology Group 

Biopersistcncc a nd Pharmacoldnetic Sc•·een in the Mouse 

WORK REQ UEST: 17474 
SERVICECODE: 417 

HASKELL NUMBER: 28308 
DUPONT REPORT NUMBER: 25300 

TESTING SOP NUMBER: BT004-T-002 
STUDY START DATE: 17-March-2008 

STUDY END DATE: 26-March-2008 
NOTEBOOK(s): E-111 389-BY 

WORK BY: Michael P. Mawn, Senior Research Chemist 
Richard Rossi, Associate Scientist 

STUDY DIRECTOR: Shawn A. Gannon, Senior StaffToxicologist 
RE PORT ISSUE DATE: July 3 1, 2008 

TUDY DESIGN 

Test Substance: 
Lot/Batch Number: 
Purity: 

pecies: 
Strain: 
Vendor: 
ex: 

Route: 
Age at Study Start: 
Total Group Size: 
Dose Frequency: 
Dose Vehicle: 
Dose: 
Dose Volume: 
131ood Sample Time Points: 

FRD-902 
E 11 3 11 81-6 
86% (dose corrected for purity) 
Mouse 
Cri:CDI (ICR) 
Charles Ri ver Laboratories. Raleigh. North Carolina. U.S.A. 
Male and Female 
Oral 
7-12 'vveeks 
3/sex/close level/time point 
Single dose 
Water 
Low dose I 0 mg/kg, high close 30 mg/kg 
4 mL/kg 
0. 0.25. 0.5. I. 2, 4, 8. 12. 24, 48, 72. 96, 120. 144. and 168 hours 
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TRADE SECRET 

Study Title 

FRD-903: Acute Oral Tox icity Study in Rats - Up-and-Down Procedure 

TE T G UIDELINES: U.S. EPA Hea lth Effect Test Guidelines 
OPPTS 870.1 I 00 (2002) 

OECD Guideline for the Testing of Chemicals 
Sect ion 4 (Part 425) (200 I) 

A UTI-IOR: Caro l Carpenter, B.A. 

STUDY COMPLETED 0 ': October 13, 2008 

PERFORMING LABORATORY: £.1. duPont de Nemours and Company 
DuPont llaskc ll Global Centers 
for Hea lth & Environmenta l Sciences 
P.O. Box 50 
Newark , Delaware 197 14 
U.S.A. 

L ABORATORY PROJECT 10: DuPont-25875 

W ORK REQUEST NUMBER: 17644 

SERVICE CODE NUMBER: 834 

SPONSOR: E. I. du Pont de Nemours and Company 
Wilmington, Delaware 19898 
U.S.A. 

Page I of6 1 
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TRADE SECRET 

Study Title 
1-1-28548: In Vitro Mammalian Ce ll Gene Mutation Test 

(L5178Y rrK +/- Mouse Lymphoma /\ssay) 

Testing Guide lines 

ICH S2A document /\pri l 24, 1996 
ICH S2B document November 21, 1997 

OECD Guidel ine for the Testing of Chemicals, Guideline 476 (1998) 
US EPA Health Eflccts Test Guidelines, OPPTS 870.5300 ( 1998) 

EC Commission Directive 2000/32/EC, Annex 4E No. L 136 

Author 
.lane J. Clarke, M.S. 

Studv Completion Date 
25 June 2008 

Testing Facility 
BioReliance 

9630 Medical Center Drive 
Rockville. MD 20850, US/\ 

for 
E. I. du Pont de Nemours and Company 

DuPont llaskell Global Centers for ll ea lth and Environmental Sciences 
P.O. Box 50 

I 090 Elkton Road 
Newark, DE 19714-0050, USA 

BioRcliance Study Number 
AC I5UX.704.13TL 

Work Request Number 
17751 

Service Code 
1537 

Page I of42 
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Study Title 

Approximate Lethal Dose (ALD) of H-21216 in Ra ts 

Laboratory Project ID 

Haskell Laboratory Report No. 770-95 

Author 

M. Scott Karr 

Study Completed On 

February 26, 1996 

Performing Laboratory 

E. I . du Pont de Nemours and Company 
Haskell Laboratory for Toxicology and Industrial Medicine 

Elkton Road, P. 0. Box 50 
Newark, Delaware 19714 

Medical Research No. 10074-001 
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Study Title 

Approximate Lethal Dose (ALD) by 
Skin Absorption of H-21216 in Rabbits 

Laboratory Project ID 

Haskell Laboratory Report No. 839-95 

Author 

Tracy A. Filliben 

Study Completed On 

April 1 , 1996 

Performing Laboratory 

E. I. du Pont de Nemours and Company 
Haskell Laboratory for Toxicology and Industrial Medicine 

P. 0. Box 50 , Elkton Road 
Newark, Delaware 19714 

Medical Research Project No . 10074-001 
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